
 

Federal Wide Assurance  
 
A federal wide assurance (FWA) is required from all institutes that are engaged 
in human subjects research supported by the Department of Human Health 
Services.  The FWA is a legally binding document that indicates compliance with 
the minimum federal standards for the protection of human subjects in research.  
The Office for Human Research Protections (OHRP) approves the federal wide 
assurance and subjects should not be recruited at the site until approval has 
been obtained from OHRP.  Whether or not a site needs a FWA is dependent 
upon whether the site is “engaged” in human subjects research. 
 
The following are some examples of when a site is considered “engaged” or “not 
engaged.” 
 
Engaged: 

• A community agent interacts with study subjects for research purposes 
(for example, recruiting subjects to a study, obtaining informed consent, 
helps to conduct the study) 

• A community agent provides information about potential human subjects 
to an investigator  

 
Not Engaged: 

• Subjects are recruited directly through mail, posters, TV, radio, etc. 
• A community agent informs the potential participant about the study, 

provides information, and then suggests to the individual that they contact 
the investigators of the study.  

• A community agent can provide the research site with the name and 
phone number of a potential participant, but a mini consent form is 
recommended stating that it is alright with the individual that their contact 
information be released to study personnel.  The consent must be 
obtained prior to releasing potential participants names/phone number to 
the research site. 

• Using large data sets in which there is no identifying variables of the 
subjects 

 
 
The OHRP Guidance memo provides many more examples of “engagement:”     
http://ohrp.osophs.dhhs.gov/humansubjects/assurance/engage.htm  
 
The OHRP IRB registration and assurance filing website: 
http://ohrp.osophs.dhhs.gov/irbasur.htm  
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